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DETAILED ACTION 

Election/Restrictions 

1 . Restriction to one of the following inventions is required under 35 U.S.C. 121 : 

I. Claims 1-23 are, drawn to a method of custom sweetening a 
pharmaceutical dosage form, classified in class 424, subclass 401. 

II. Claims 24-34 are, drawn to a kit comprising two containers one containing 
pharmaceutical dosage forms and second container containing 
customization agents, classified in class 424, subclass 401 . 

The inventions are distinct, each from the other because of the following reasons: 

Inventions I and II are related as product and process of use. The inventions can 
be shown to be distinct if either or both of the following can be shown: (1 ) the process 
for using the product as claimed can be practiced with another materially different 
product or (2) the product as claimed can be used in a materially different process of 
using that product. See MPEP § 806.05(h). In the instant case group I recites the 
process of combining a pharmaceutical dosage form and a customization agent 
comprising a sweetening and flavoring agent to make a customized dosage form. And 
group II recites a kit comprising (i) a first container containing one or more 
pharmaceutical dosage forms (ii) a second container containing one or more 
customization agents (iii) and a third container comprising an additional quantity of 
pharmaceutical dosage forms. These are patentably distinct because, invention of 
group II can be made by materially different process. 
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Because these inventions are distinct for the reasons given above and the 
search required for inventions I and II are also different, restriction for examination 
purposes as indicated is proper. 

The election of an invention may be made with or without traverise. To reserve a 
right to petition, the election must be made with traverse. If the reply does not distinctly 
and specifically point out supposed errors in the restriction requirement, the election 
shall be treated as an election without traverse. 

Election of Species. 

1 . This application contains claims directed to the following patentably distinct 

species. 

a. A single disclosed dosage form is a liquid such as syrups, suspensions, 
solutions and emulsions as recited in claim 2 and 15. 

. b. A single disclosed customization agent is a solid consisting particles, 
flakes, crystals, powders, agglomerates, beads, strips, fibers, films, tablets, and 
capsules as recited in claims 3 and 17. 

Applicant is required to elect a single disclosed species from each category (a) 
and (b). 

2. The species are patentably distinct because each compound has chemically 
different structure which may not be related or may not share same structure core. 
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Applicant is required under 35 U.S.C. 121 to elect a single disclosed species 
explicitly for prosecution, even though this requirement is traversed. Applicant is 
advised that a reply to this requirement must include an identification of the species that 
is elected consonant with this requirement, and a listing of all claims readable thereon, 
including any claims subsequently added. An argument that a claim is allowable or that 
all claims are generic is considered nonresponsive unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which depend from or otherwise require all the limitations 
of an allowable generic claim as provided by 37 CFR 1.141. If claims are added after 
the election, applicant must indicate which are readable upon the elected species. 
MPEP§ 809.02(a). 

Applicant is advised that the reply to this requirement to be complete must 
include (i) an election of a species or invention to be examined even though the 
requirement be traversed (37 CFR 1.143) and (ii) identification of the claims 
encompassing the elected invention. 

The election of an invention or species may be made with or without traverse. To 
reserve a right to petition, the election must be made with traverse. If the reply does not 
distinctly and specifically point out supposed errors in the restriction requirement, the 
election shall be treated as an election without traverse. 

Conclusion 

1 . No claims are allowed at this time. 
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2. All pending claims are subject to restriction/election requirement. 

Should applicant traverse on the ground that the inventions or species are not 
patentably distinct, applicant should submit evidence or identify such evidence now of 
record showing the inventions or species to be obvious variants or clearly admit on the 
record that this is the case. In either instance, if the examiner finds one of the inventions 
unpatentable over the prior art, the evidence or admission may be used in a rejection 
under 35 U.S.C. 103(a) of the other invention. Any inquiry concerning this 
communication or earlier communications from the examiner should be directed to 
Jagadishwar R. Samala whose telephone number is (571)272-9927. The examiner can 
normally be reached on 8.30 A.M to 5.00 P.M. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571)272-0616. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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